BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Poc lap - Tu do - Hanh phic

S0 6"5@.9'/QLD-DK Ha Noi, ngay 45 thang 4 nam 2018
V/v cong bo danh muc nguyén li¢u
duoc chat lam thudc khong phai thuce
hién cap phép nhap khau cia thube
trong nudc da dugc cap SPK.

Kinh gui: Céc co s¢ dang ky, san xuat thudc trong nude.

Can cir Luat dugc s6 105/2016/QH13 ngay 06/4/2016;

Can ctr Nghi dinh 54/2017/ND-CP ngay 08/5/2017;

Can cir cac hd so thay d6i, bd sung thudc trong nude da cé gidy ding ky luu
hanh da dugc Cuc Quan 1y Dugc phé duyét ndi dung thay doi, bo sung; Theo dé nghi
cong bd nguyén lidu tai van thu s6 03/2018/CBNL-HS ngay 16/03/2018 ciia Cong ty
TNHH Hasan-Dermapharm; Vin thu 50 1203/CVDPTU2 ngay 20/03/2018 cua Cong
ty ¢6 phan duoc phim Trung wong 2; Van thu s6 355/2018/CV-CPCIHN ngay
26/03/2018 ctia Céng ty c6 phan duoc pham CPC1 Ha Noi; Van thu so
101/2018/DKT-DN ngay 22/03/2018 va van thu sd 102/2018/DKT-DN ngay
22/03/2018 cua Cong ty CP duoc pham Imexpharm;

Cuc Quan ly Dugc thong bao:

Cong bd Danh muc nguyén liéu dugc chit lam thude dé san xuat thudc theo l}fi
so dang ky thuoc da co giay dang ky luu hanh thuoc tai Viét Nam dugc nhap khéau
khong phai thuc hién cap phép nhap khau theo Danh muc dinh kém cong van nay.

Danh muc nguyén liéu lam thudc duge cong bd néu trén ding tai trén trang
thong tin dién tu ciia Cuc Quan 1y Duogc tai dia chi: www.dav.gov.vn.

Cuc Quan ly Dugc thong bao dé céc cong ty san xudt biét va thuc hién.

Nrf; nhan: TUQ. CUC TRUONG
- Nhu trén; 1A i ¢ A ¢ 10C -
- TT. Truong Quc Cubng (dé ble); PHO fRUONGﬁP}IONG PANG KY THUOC

- Céc Pho Cyc trudng (de b/c);

- Tong Cuc Hai Quan (dé phdi hop);
- Website Cuc QLD; -~

- Luu: VT, DK (Bi).

Nguyén Thi Thu Thuy
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S oikv da Ngay hét Tiéu chuin Tén nuée
STT Teén thube ko' %layh:n];g hiéu lye cia | Tén co so san Tén nguyén li¢u chét lwgng | Tén co sé sian xuét Dia chi co s san xuit sin xukt
) " g gidy diing xuét thude lam thuoc ctia nguyén nguyén liéu nguyén liéu B
thuoc 2 i nguyén li¢u
ky lwu hanh liéu
Cong ty cb phan . .
7. |BES- | vD21548-14 | 120082019 | duocphim | Furosemide Epgo | chemoSA-Lugano | Via F el 17. PO Box. 6901 | qyizeriang
Furosemide 7 CPC1 Ha Noi Branch Lugano, Thuy S
BFS-Piracetam Céng ty g:f) phin Str.Pericle Papahagi nr. 51-
8 | @ VD-21549-14 12/08/2019 | dugc phim Piracetam EP 8.0 Microsin S.R.L. 63, sector 3, cod 032364, Romani
CPC1 Ha Non Bucure$ti, Roménia
Wi Wiiyao No 18, Wangfcn road, Fuchi
i i EP70 Pharmaceutical Toem, Yangdn Comty, China
BFS- Céng ty cS phz"m gprepznephrlne ’ Co.. Ltd huangshi ley, Hubei
9. | Noradrenaline | VD-21778-14 | 19/09/2019 | duoc phim wariae = Province
lmg @ CPC1 Ha Néi (i Cambrex : .
: Tartrate) - Via Curiel 34 - 20067 Paullo
EP 7.0 Profarmaco Milano Italy
(MI) — Italy
Sl
Cong ty cb phin N.H.No.-8, Near Grid, At &
10, | Lidocain-BES 1 vy 5502714 | 08/12/2019 | duoc phim s ol gy |SfcDossentes | POKSBIpo India
{1 CPC1 Ha Nbi hydrochloride Limited 396424 Navsari, Guajarat,
9 India
Suzhou Tianlu Bio- | 1128 Yinzhong South Road,
USP 40 pharmaceutical Co., | Wuzhong Economy China
Ltd. Development Zone, Suzhou
o 119 '
(12 COig £ oo plta Ursodeoxycholic e : 1;.(1)2}11:)!.1 E?jr:gl:aﬁ{;ﬁ;} .
11. | Catolis '» VD-23294-15 09/09/2020 | dugc pham . ’ USP 40 Pharmaceutical £ i China
it acid Suzhou City, Jiangsu
CPC1 Ha No1 (Suzhou) Co., Ltd. : :
Province, China
Sichuan Xieli Pharmaceutical Industrial
USP 40 Pharmaceutical Co., | Park, Pengzhou, Sichuan China
Ltd. Province

™ B6 sung o so san xuat dugc chét theo cong van so 17244/QLD-DK ngay 23/10/2017 cua Cuc Quan 1y Dugce

B  SUNg €O SO san xua( dugc chit theo cong van so 6119/QLD-DK ngay 20/04/2016 cua Cuc Quan 1y Dugc

© B sung co s& san xuat duoc chit theo cong van s 21831/QLD-DK ngay 21/12/2017 cua Cyc Quan ly Dugce

""" Thay d0i co s¢ san xuat dugc chat, tiéu chuan duoc chit theo cong van sb 34 37/QLD-BK ngay 24/03/2017 cua Cuc Quan ly Dugc

12 B) sung co s¢' san xuat duoc chét, cap nhat tiéu chuin dugc chét theo cong van so 20893/QLD-BK ngay 11/12/2017 cua Cuc Quan 1y Duge

2




S oidy di Ngay hét Tiéu chuin e o
i £ 0 81y CaNE | pisu lwe ciia | Tén co so sin Tén nguyén li¢u chit lwong | Tén co s san xuat Pia chi co so san xuit : £
STT I'én thuoc ky luu hanh T £ £ D . i S e san xuat
£ giay ding xuat thuoc lam thuoc cua nguyén nguvén liéu nguyén liéu e
thuoc > 5 s nguyén liéu
ky luu hanh liéu )
- e Kaiping Genuine No.l Xinke Road, Biaohai
Coigty Chpliin s : Biochemical Industrial Park Shatang Town .
12.| Metiocolin ¥ VD-25553-16 | 05/09/2021 | duoc pham Citicoline sodium | CP 2010 C oo : ’ China
S Pharmaceutical Co., | Kaiping City, Guangdong,
CPC1 Ha Nai ;
Ltd China,
g?;ﬁizig;u Rug No.29, Huilan Road, Hi-Tech
. T Eni c(;cr}n Co Industries Development Zone, China
_ Cong ty cophan | ngmeermg L0 | Zhengzhou China, 450001.
13. | Conipa pure " | VD-24551-16 | 23/03/2021 | duoc pham Zinc gluconate USP 38 Lid.
CPCI1 Ha Nai Zhejiang Tianyi No. 1, New Fulan Bridge Rd.,
Food Additive Co., | Wuzhen, Tongxiang, China
Ltd. Zhejiang, China (314501)
_ Wehan Wisyan No 18, \}’angfcn road, Fuchi
Xylometazoline = : Town, Yangxin County, .
- : USP 38 Pharmaceutical W= ; China
M S Cong ty cd phan hydrochloride Co.. Ltd huangshi City, Hubei
14| (s SOME PP | yD.24553-16 | 23/03/2021 | duoc pham - Province
CPCLHANO! | Xylometazoline | cp 30 ochem So. Z 0. | 6 Annopol St 03-236 -_
hydrochloride p Pt Warsaw, Poland
Xylometazoline oo ¥§\:f§ ,‘rv};inglzinéoai’ =
Lo y : USP 38 Pharmaceutical x LSRN oY 1y China
Céng ty cb phan | hydrochloride Co.. Ltd huangshi City, Hubei
Mucome Drop 2 0., Lt Beovi
15.| g VD-24552-16 23/03/2021 | ddgc pham rovince
CPCLHANG! | Xylometazoline | /cp 30 ochom So. 70 | 6 Annopol St 03-236 i
hydrochloride P p- 2 Warsaw, Poland
Bucol Cong ty ¢ phin ABHILASHA Plot No. 1408/1409, GIDC,
16. 1,25mg/5ml 07 VD-25968-16 15/11/2021 | dugc pham Desloratadine EP 8.0 PHARMA PVT. Ankleshwar — 393 002, India
? CPC1 Ha Noi Ltd Bharuch, Guajarat State, India

13 B§ sung co s& san xuﬁt dugc chét theo cong vin s0 1244/QLD-DK ngay 19/01/2018 cua Cuc Quan ly Dugc
(4 B sung co s& san xuat dugc chét, cap nhat tiéu chuan chat luong duge chét theo cong van sé 1234/QLD-DK ngay 19/01/2018 ctia Cuc Quan ly Duge
(5 Bj sung co s& san xuit dugc chit, cap nhat tiéu chuin chat lugng dugc chat theo cong van sc'} 1263/QLD-DK ngay 19/01/2018 cta Cuc Quan ly Dugc
(19 BH sung co s& san xuit duoc chit, cap nhat tiéu chuan chat lugng dugc chat theo cong vin s6 1234/QLD-DK ngay 19/01/2018 ctua Cuc Quan 1y Dugc

07 B sung co so san xudt duge chat, cap nhat tiéu chuén chét lugng dugc chit theo cong van s6 1234/QLD-PK ngay 19/01/2018 cua Cyc Quan Iy Duge
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Ngay hét

Tiéu chuin

* GMP: Via Mantova, 8/12 -

20020 Lainate (MI), Italy

* CoA: Via Mantova, 36/A -

20020 Lainate (MI), Italy
Fresenius Kabi iPSUM

S.rl.

A é
STT Tén thube i'; ?:ruy!?;:l? hilf?l‘J Ili!‘Cv cia | Tén co so J:J‘zlin Tén‘nguyéll li¢u cpé‘it lwong | Tén co sé’ séﬂ Xuit Dia chi co sé sin xuit '1;;: ::g:
e giay ding xuit thuoce lam thuoc cua nguyén nguyén li¢u nguyén li¢u povivin lidy
ky lru hanh liéu suy ¢
Gl C/ Argent, 1. Area Industrial _
BFS-GRANI . L hydrocloride EP 8.0 Inke, S.A. del Llob}'egat 08755 Spain
(KHONG Cong ty ¢ phan Castellbisbal (Barcelona)
17. CHAT BAO VD-26122-17 | 06/02/2022 | dugc phz?}m N Plot no. A-1/2102, & 2103,
QUAN) CPC1 Ha Noi Granisetron EP 8.0 Swati Spentose Pvt. | Phase III, G.1.D.C.Vapi, Vapi India
hydrocloride : Ltd. -396 195, Valsad, Guajarat
State, India
) C43, MIDC, TTC Industrial
_ Cong ty _cé phén Ticu chudn Hemmo Area, Turbhe, Off Thane
18. | Hemotocin ' | VD-26774-17 | 22/06/2022 | dugc phim Carbetocin i Pharmaceuticals Belapur Road, Navi Mumbai, India
CPC1 Ha Néi PVT.LTD. Dist Thane, Turbhe - 400613,
Dist —Thane — Zone7, INDIA
* Dia chi GMP: Plot No.100,
Sector-56, Phase-1V, HSIIDC,
e Kundli  District  Sonepat
INDIA (Haryana), India :
EP80 | pvr.LTD - Dia chi Cod: Plot No- 100, | 'ndia
Sec-56, Phase-1V, HSIIDC,
Kundli, Sonepat - 131028
Haryana, India
Chi nhanh 3 - EP 8.0 FRESENIUS KABI | - Bia chi van phong: Piazza
9. Piperacillin 2 g VD-26851-17 | 22/06/2022 Cong ty CPDI.’ Pipgracillin . iPSUM S.r.l. Maestri del Lavoro, 7-20063
20 Imexpharm tai | sodium (sterile) Cernusco S.N. - Milano -
Binh Duong Ttaly.
- Dia chi nha may:
Liosintex S.r.l
[taly

Lia) Thay ddi tiéu chuan chét luong duge chit, bd sung co so san xuat duoc chit theo cong vin s6 21 398/QLD-DK ngay 18/12/2017 cua Cuc Quan ly Duoc
"7 B6 sung co s& san xuat duoc chat theo cong van so 1234/QLD-DK ngay 19/01/2018 ctia Cyc Quan ly Dugc
% B0 sung co so san xudt duge chat, diéu chinh tén co so san xuat duoc chat theo cong van so 4360/QLD-DK ngay 22/03/2018 cua Cuc Quan ¥ Dugce
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STT

Tén thube

S6 gidy ding
ky luu hanh
thude

Ngay hét
hiéu Iure cua
s A -
giay ding
ky liu hanh

Tén co sO san
K £
xuat thuoc

Tén nguyén licu
Iam thuoe

Tiéu chuin

chit lugng

cua nguyén
liéu

A . - £
I'én co so san xuat
nguyén liéu

Dia chi co s& san xuat
nguyén liéu

Tén nuwéce
sin xuat
nguyén li¢u

* Via A. Boito, 13-20053
Taccona Di Muggio, Italy.

* Via San Leonardo 23-45010
Villadose (RO), Italy

* Loc. Masserie Armieri
86077 Pozzilli (IS), Italy

20.

Piperacillin 4 g
n

VD-26852-17

22/06/2022

Chi nhanh 3 -

Cong ty CPDP

Imexpharm tai
Binh Duong

Piperacillin
sodium (sterile)

EP 8.0

STERILE INDIA
PVT.LTD

* Dia chi GMP: Plot No.100,
Sector-56, Phase-IV, HSIIDC,
Kundli  District  Sonepat
(Haryana), India
* Dia chi CoA: Plot No- 100,
Sec-56, Phase-IV, HSIIDC,
Kundli, Sonepat - 131028
Haryana, India

India

FRESENIUS KABI
iPSUM S.r.L

- Bia chi van phong: Piazza

Maestri del Lavoro, 7-20063

Cernusco S.N. - Milano -

Italy.

- bia chi nha may:
Liosintex S.r.1

« GMP: Via Mantova, 8/12 -

20020 Lainate (MTI), Italy

» CoA: Via Mantova, 36/A -

20020 Lainate (MI), Italy

Fresenius Kabi iPSUM
S.r.l.
* Via A. Boito, 13-20053
Taccona Di Muggio, Italy.
* Via San Leonardo 23-45010
Villadose (RO), Italy
* Loc. Masserie Armieri
86077 Pozzilli (IS), Italy

Italy

@1 Bj sung co s& san xuat dugc chat, diéu chinh tén co s& san xuat duge chat

5

ng van s6 4848/QLD-DK ngay 22/03/2018 cia Cuc Quan ly Dugc




S6 oifv di Ngay hét Tiéu chuin S—
" £ v Bey CONg hiéu Iwc cua | Tén co s¢ san Tén nguyén liéu | chitlweng | Tén co sé san xuit Dia chi co s¢ san xuit x £
STT Tén thuoc ky luu hanh ST £ £ X F 5 a A e i iy san xuat
% gidy diang xuit thuoe lam thuoc clia nguyén nguyén liéu nguyén liéu P
thuoc iy 2T 2 : nguyén liéu
ky luu hanh liéu ;
Cong ty TNHH ; ; X :
21.| ENDIX-G® | VD-18864-13 | 01/0422018 |  Phil Inter | LLamcinolon USP38 | NewchemSP.A | Ji2Rovesgia, 47-37136 Ttaly
acetonid Verona, Italy
Pharma
COne e THHE | s clag Via Roveggia, 47-37136
22| GENTRIKIN | vy 5115214 | 12/06/2019 | Phil Inter | IPiamcinolon USP38 | Newchem SP.A tzRoveges, 47- Italy
Pharinia acetonid Verona, Italy
Cong ty TNHH Medilux Plot No. 98-99 Sector-1
PHILDOMINA Phil I : ; : : ;
23.| @4 VD-20588-14 04/03/2019 il Inter Hydroquinone USP 38 Laboratories Pvt. Industrial Area, Pithampur- India
Pharma Ltd. 454775. District Dphar, India
PHILDERMA Comety THEL B h Via Pavia, 1-27027 G 1l
24| Ga VD-21157-14 | 12/06/2019 |  Phil Inter d."mm‘?‘ o USP38 | Farmabios SP.A | o6 HEG ©o I HIOPETO Ttaly
' Pharma ipropionate airoh , Italy
PHILDERMA Comen Betameth Via Roveggia, 47-37136
o1 Wi VD-21157-14 | 12/062019 |  Phil Inter | 2@metiason USP38 | NewchemSP.A |2 OVB& % Ttaly
Pharma Ipropionate erona, Italy
Cong ty TNHH Symbiotica No. 518, Jalan Waja 4, Taman
26.| PHILDERMA 1 \pot1s57.14 | 12062019 | PhilTnter | Betamethason USP38 | Speciality Ingreients | Industri Waja 09000 Kulim Malaysia
Pharma prop SDN. BHD Kedah Aman, Malaysia
Cong ty TNHH Changzhou Yabang | No. 6 Liangchang East road,
PHILDERMA ; Phil I e : i : ; 3 —_
27.| o9 VD-21157-14 12/06/2019 il Inter Clotrimazol USP 38 Pharmaceutical Co., | Jintan City, Jiangsu Province, China
Pharma Ltd. China

22) B§ sung co O san xu.lt dugc chét, thay d6i tiéu chuan chat lugng duoc chét theo Cong van so 13135/QLD-DK ngay 28/08/2017 cua Cuc Quén ly Dugc
@) B sung co sO san )\ml dugc chat, cap nhat tiéu chuén chat lugng duoc chat theo Cong van bO 13189/QLD-DK ngay 28/08/2017 cua Cuc Quan ly Duoc

@) Bo sung co sO san Xuét duge chét, cap nhat tiéu chuan chit lugng dugce chét theo Cong van s 20251/QLD-DK ngay 01/12

d6i tén thude tai Cong van 6 1734/QLD-BK ngay 24/01/2018 cua Cuc Quan 1¥ Duge

6

/2017 va Cong van s6 1213/QLD-BK ngay 19/01/2018; thay




